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Box No. I Basis of the report 



1 ' S3 3E5 ShSJKBBffuKSi ft? on ** intema8onal «"*■*" in ,he *> -** « — 

□ international search (under Rules 12.3 and 23.1 (b)) 

□ publication of the international application (under Rule 1 2.4) 

□ international preliminary examination (under Rules 55.2 and/br 55.3) 

2 ' ^eZSInfum^ application, this report is based on (replacement sheets which 

r!p!n!! n ^ ™™on under Artcie 14 are referred to in this 



Description, Pages 
1-14 

Claims, Numbers 
1-54 

Drawings, Sheets 

1/3-3>3 



as originally filed 



as originally filed 



as originally filed 



□ 



3. □ 



a sequence listing andybr any related table(s) - see Supplemental Box Relating to Sequence Listing 



The amendments have resulted in the cancellation of: t 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

4 * 5>h J h i s K re P° rt h * s b ? en established as if (some of) the amendments annexed to this report and listed below 

sSs^Ms&sjr been considered ,o 90 bsyond ,he disd ° sure - ^ wHSffK 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheetsyfigs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

If item 4 applies, some or all of these sheets may be marked "superseded. » 
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applicability Non ' estab,lshment of °P' ni °n with regard to novelty, inventive step and industrial 

IkSuSSSE k h? t[ ? r I t l e II claimt ? d invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industnally applicable have not been examined in respect of: 

□ the entire international application, 

B claims Nos. 1-19,39-44,52,53,54 
because: 

IIlftf o a r i l£l m f ti0nal fPP |ication - ?' the s f» id c'aims Nos. 1-19,39-44,52 relate to the following subject 
matter which does not require an international preliminary examination (specify): 

see separate sheet 

the description, claims or drawings (indicate particular elements below) or said claims Nos 53 54 are so 
unclear that no meaningful opinion could be formed (specify): ' 

see separate sheet 

° could be forme 5 ? 11 ° laimS N ° S ' *** S ° inadec l uate| y supported by the description that no meaningful opinion 

El no international search report has been established for the said claims Nos. 1 -1 9,39-44,52,53,54 

° CtffffiSK^^ ,iStin9 d ° eS n0t C ° mp,y With the standard P™ ided for - Annex 



IS 



□ 



the written form 



the computer readable form 



□ has not been furnished 

□ does not comply with the standard 

□ has not been furnished 

□ does not comply with the standard 



nnf and/br amino acid sec l uenc e "sting, if in computer readable form only do 

not comply with the technical requirements provided for in Annex C-Ws of the Administrative Instructions. 



□ See separate sheet for further details 
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Box No V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 



Novelty (N) 


Yes: 


Claims 


20-38,45-51 




No: 


Claims 




Inventive step (IS) 


Yes: 


Claims 


20-38,45-51 




No: 


Claims 




Industrial applicability (IA) 


Yes: 


Claims 


20-38,45-51 




No: 


Claims 





2. Citations and explanations (Rule 70.7): 
see separate sheet 
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Re Item III 



1. 



2. 



2.1 



2.2 



No opinion under Article 33(1 ) PCT will be establish for the subject-matter of 
claims 1-19, 39-44 and 52-54 since no Search Report has been established (Rule 
39.1 (iv) PCT) for these claims (Article 34(4)(a)(i) and (b) and Rule 70.2(d) PCT). 

Claims 19, 39-44 and 52 relate to a subject-matter considered by this Authority 
to be covered by the provisions of Rule 67. 1 (iv) PCT, namely to a method for 
treatment of the human body by therapy, since the method of assessing the 
effectiveness of pulmonary drug delivery to which they all refer has to be carried out 
during the drug therapy. Consequently, no opinion under Article 33(1) PCT will be 
formulated with respect to to the subject-matter of these claims (Article 34(4)(a)(i) and 
(b) and Rule 67.1 (iv) PCT). A } 

The method explicitly includes the steps of "providing a drug in an air flow" in 
claim 1 , "release of the drug from a drug delivery device" in claim 4, or "the air 
flow is provided by a person's breath in-take" in claim 5. 

As additional comments, it is noted that even if some claims do not explicitly 
mention the human body and the air flow might be produced by an apparatus the 
method would also encompass the case where the air flow is that produced by the 
human body, in view of the context of the invention, in the light of the description 

In the present case, moreover, claim 5, which depends back on claim 1 explicitly 
states the "the air flow is provided by a person's breath in-take". 

The method of the claims cannot be considered to be simply a method of 
"measuring a characteristic of the human body", since the "effectiveness of a 
pulmonary drug delivery" is not a characteristic of the human body but it rather at 
least also, depends on the drug characteristics and the way of administration Thus 
the method implies that a drug must be administered to the patient, i.e. it relates to a 
method of therapy to be practised on the human body. This is even explicitly stated in 
the claims as showed above. 

Even if the method could be seen as a "method of testing", there is still a drug 
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administration to a patient involved in the method, so it is de facto a therapeutical 
treatment practised on the human body. 

Claim 53 tries to define the scope of protection by referring to the accompanying 
drawings only. This, and the obscure definition of claim 54, do not allow the reader to 
determine the subject-matter to which these claims refer (Article 6 PCT) 
Consequently, no opinion under Article 33(1) PCT will be formulated with respect to 
to the subject-matter of these claims (Article 34(4)(a)(ii) and (b) PCT) 



Re Item V 



Reference is made to the following documents: 



D1 : EP-A-0 824 023 (MICROFLOW ENG SA) 1 8 February 1 998 (1 998-02-1 8) 



1. 



The document D1 is regarded as being the closest prior art to the subject-matter of 
claim 20, and shows (the references in parentheses applying to this document)- 
A measurement device for assessing the effectiveness of pulmonary drug delivery 
(abstract), comprising: y 

a conduit (Fig. 4) through which air carrying a cloud of drug particles can flow during 
drug delivery; y 

The subject-matter of claim 20 differs from this known device in that it further 
comprises: 

a radiation source for providing radiation into the conduit; 

a radiation detector for detecting radiation from the conduit over a period of time as a 
measurement profile; and 

a processor operable to quantify one or more characteristics of the shape of a 
measurement profile and to produce an indication of the effectiveness of pulmonary 
drug delivery based upon the quantified characteristics. 

The subject-matter of claim 1 is therefore new (Article 33(2) PCT). 

The problem to be solved by the present invention may be regarded as how to 
improve the control of the effectiveness of the drug delivery. 
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The solution to this problem proposed in claim 20 of the present aDoUrati™ : 
considered as involving an inventive step (Article 33^f^S2S^^ 
source and detector allow for the acquisition in rea, time 

«d m Ch °" " ^ Chara « s - the cloud of drug .Lo^Zn.e 

Claims 21-38 are dependent on claim 20 and as such also m*«t tho • 

the PCT with respect to novelty and inventive step requ.rements of 

The same applies to the subject-matter of independent claims 45 and 46 «nH 

dependents 47-51 which, however for the sake of T . 

drafted as dependent on claim 20 oonc.seness and clarity should be 
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